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DETAILED ACTION 

Claims 1-24 are pending. 



Priority 

This application claims priority from U.S. Provisional Application Serial No. 
60/419,305, filed on October 17, 2002 and U.S. Provisional Application Serial No. 
60/419,600, filed October 18, 2002 is acknowledged. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-24 are rejected under 35 U.S.C. 102(e) as being anticipated by US 6635653 
Goehring et al . 

The applied reference has a common inventor with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 37 CFR 1.131. 

Applicants claims are drawn to a process of making compounds of formula III 
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providing & ccwapottisd »fih« formlSJ* (IB) 




s 



wherein III is prepared from II and 

formula (II) with a cfc-mpauaMi hanng the formula 

O 

II 

Ri C- X 



The references teaches the example 1, column 18, which meets all the limitations of the claim. 
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m 

KXAMHJ; 1 




This reads on the process of the claimed invention. As R is a W-R2 , W is a bond, R2 is a 
benzyl, Rl is an aryl., A,B,C are all H., for example. 



Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 
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The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 



Claims 1-24 are rejected under 35 U.S.C. 112, first paragraph, because the specification, 
while being enabling for R to be H or aryl , R2 H or benzyl and W to be H, A, B and C to be H , 
does not reasonably provide enablement for all the various substitutents such as 

Rj is sekded from the group coasting ef hydrogen, Csut alikyl, Qwjcyctoalkyl, 
CjH«»tattyU amino, CV^kylanam**-, C^^v^salkyksKbo-,. -£00 V'^ -CmCOOV'i , 

n cydtodteeayH a raooocyeltc, bteydie or tmyefste «ry1 <*r htsteroftryf riwg, a hetee©« 
mraoeyeitc ring, abeiers-bkyelk ting system, md aspire ting system ofttte fbrraala 
(V): 




(V) 

wfeesecira X> and Xj m in4epm<5m&y mlm'M $wm ihe gioap consisting <of¥H, 
O, S m£ CM?; %ad vehmi® m& allEyl, eycloai&yl, stlksnyl Cj.soalkylamino-, C> 
jjey&l&alkjiamfes^ or benzyl of Ei is <^*$<M^lly wbstituted m®k t-3 sabsiituertts 
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selected the group «oasistiiag ofhstogea, hydroxy. Cms Cm» *8«K$. * iitra s 
triflaofomeftyK wwn* -COOV t> C^COOVs, cy«noC,.w»lkyh -Ci-sKW, -C,. 
..MBSCKikWs, .C^sN'HS{K>)Wi, a S-memlisFed hefct&aftm«&<Wi^K phenyl, 
benzyl, beRxyfoxy* Said ph&iyls. beaxyi sad bea^fiksty optionally bshig substituted with 
1-3 sabslitueats selected fkau Ets© poup wMSsttiagof hatogeo, dm alkyk alkoxys 
and cyaiso; aed wfeetem said Cy%% cy^tatkyL Cj»« cyeJoaikefsyl, mtmocyeik, bicycik or 
tricyclic aryl, hstsiwyl ring, hetero«mon©cyci«5 ring, hetos>4w«?yc!ik nag systesm. mt 
spins ring system of lis lbrmala(V)i&opfcaallys«fesStet^wi5h 1-3 sub&itui-ists 
selected from the group consisting ofbatogea Chalky!, CW»!l«wy, attro, 
tdfl«two»ieJkyl- s phenyl, feeaxyi pheoylosty aad ber^yioxy, wherein said pheayl, bstsxy!,, 
pfoeftyjoxy e? beazylexy is optionally substituted- with 3-3 substiteents selected &om the 
groep cons.ksjRg of h».St>gffih,. C$-4n afkyl, Cs^alkoxy, and cysnoj 

R 5 is selected from the- group consisting ofC f .» &ikyl 5«8 memberal cycleaifeyl, 
$-48 membesed heteraeyelk J^a 6 nnmhmsi aromatic mh&t^mmmaik- group; and I.; 
being substituted with wherein » is an Htttsger from 0 to $» «d wh-ereio D is selected 
from tfee growp eomssthig afhytfeogei^Cfcora a&yl Cw> cycloalkyl aod halogen, said 
alky! or eyctoalkyl option aMy substituted with m am, maim, %i\kylmixm or dialkylaajjija© 



W is hydfoges, dm &1kyl» Cm 2 oycloaslfcyl, cydoalfcylC^alkyk €1^ 
slkoxy, Cjvjj cycloslkosy-, Cmo affcyJ substituted wilh ! .-3 Ijategert, Cj-ss cyc-loalkyi 
substituted with 1-3 halogen, C v m? cycioaikylCMsdkyh substistibsd with 1-3 halo-gets, C$. 
jo slkosty suhstktitsd witb I -3 haiogm, C^s cycloatoxy- substituted wifii 1-3 fesiogea, 

locysiosJkyi-, eysmCwtpSkyi-, cyat3oC>; i >eycJs>alk>1-, -COM(V } )i, NHiSOjCuaikyK 

NMjSOCua&yk gritoniyiatatnoCuMaiMv diaiaiaoalkyk ♦«alfe«SfiCs^«lkyl, » & 

ro«i»b6F6d kctercrcycik ring, a o^niembered hetejosmtuatk ring, a 

neterocyxiicCs .^slkyK a frmeBtimcd h&mmm&^i~&Akyh a §-m«aib«fed ammattc 

ring, a ^-«»e«sb«fed mwt&tkCs.a sJkyK a $Hramtbeted jbefetocyclie ring ©pilonaUy 

substftBttsd with m om or thso, a S^mcaes^r^d hetawarcraiatlc ring, a 

besst'ocyc hcC^alkyl- optskwtaUy sabMtu^ed wifls an oxo or dsio, a S-mesnbered 
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. The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make the invention commensurate in scope with these 
claims. 

In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988). 

There are many factors to be considered when determining whether there is sufficient 
evidence to support a determination that a disclosure does not satisfy the enablement requirement 
and whether any necessary experimentation is "undue". These factors include 1) the breadth of 
the claims, 2) the nature of the invention, 3) the state of the prior art, 4) the level of one of 
ordinary skill, 5) the level of predictability in the art, 6) the amount of direction provided by the 
inventor, 7) the existence of working examples, and 8) the quantity of experimentation needed to 
make or use the invention based on the content of the disclosure. In re Wands, 858 F.2d 731, 
737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988). 

1) The breadth of the claims: The instant claims encompass a process of making spiro 
compounds of a very large scope . See description above. 

2) The nature of the invention: The invention is a process of making compounds of formula 
IV. 

3) The state of the prior art: 

As stated in the preface to a recent treatise: 

"Most non-chemists would probably be horrified if they wereto learn how many attempted 
syntheses fail, and how inefficient research chemists are. The ratio of successful to unsuccessful 
chemical experiments in a normal research laboratory is far below unity, and synthetic research 
chemists, in the same way as most scientists, spend most of their time working out what went 
wrong, and why. Despite the many pitfalls lurking in organic synthesis, most organic chemistry 
textbooks and research articles do give the impression that organic reactions just proceed 
smoothly and that the total synthesis of complex natural products, for instance, is maybe a labor- 
intensive but otherwise undemanding task. In fact, most syntheses of structurally complex 
natural products are the result of several years of hard work by a team of chemists, with almost 
every step requiring careful optimization. The final synthesis usually looks quite different from 
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that originally planned, because of unexpected difficulties encountered in the initially chosen 
synthetic sequence. Only the seasoned practitioner who has experienced for himself the many 
failures and frustrations which the development (sometimes even the repetition) of a synthesis 

usually implies will be able to appraise such work Chemists tend not to publish negative 

results, because these are, as opposed to positive results, never definite (and far too copious) 
" Dorwald F. A. 

Side Reactions in Organic Synthesis, 2005, Wiley: VCH, Weinheim pg. IX of Preface. 

Dorwald on page 8 and 9 also clearly shows an example with a spiro compounds, showing how 
different substituents effects the products. 
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This example clearly shows the elect of substituents on the starting material. 



4) The level of one of ordinary skill: The ordinary artisan is highly skilled. 

5) The level of predictability in the art:- From the above state of the art it can be seen that 
the process of making is unpredictable . 

6) The amount of direction provided by the inventor: The inventor provides very little 
direction in the instant specification. There is only one example with R, R2 and A, B, C are H 
and R2 is a benzyl. No other examples with all the various substitutents and combinations is 
given. 

7) The existence of working examples: The instant specification has only one example . 

8) The quantity of experimentation needed to make or use the invention based on the 
content of the disclosure: Since there are no working examples, the amount of experimentation 
is undue and burdensome. 
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Taking the above eight factors into consideration, it is not seen where the instant 
specification enables the ordinary artisan to make and/or use the instantly claimed invention. 

Genetech Inc Vs Nova Nordisk 42 USPQ 2d 1001. 

"A patent is not a hunting license. It is not a reward for search but compensation for its 
successful conclusion and patent protection is granted in return for an enabling disclosure of an 
invention , not for vague intimations of general ideas that may or may not be workable." 



MPEP 2164.01(a) states, "A conclusion of lack of enablement means that, 
based on the evidence regarding each of the above factors, the specification, at the 
time the application was flied, would not have taught one skilled in the art how to 
make and/or use the full scope of the claimed invention without undue 
experimentation. In re Wright, 999 F.2d 1557,1562, 27 USPQ2d 1510, 1513 (Fed. 
Cir. 1993)." That conclusion is clearly justified here. Thus, undue 
experimentation will be required to practice Applicants' invention. 



Conclusion 

Claims 1-24 are rejected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rita J. Desai whose telephone number is 571-272-0684. The 
examiner can normally be reached on Monday - Friday, flex time.. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on 571-272-0867. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Rita J. Desai/ 

Primary Examiner, Art Unit 1625 

February 1,2011. 



